Dr.Reddy’s Q’:"

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories |14,
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA

CEPTHOHKAT AHAJIM3A

Tel : +91 98166 56001-02

www.drreddys.com

[Product: Ketorol Express (ketordla-EfOralIy Disintegrating Tablets 10 mg

Hpoaver: Ketopon Jrenpece ( KeTopouak) TabnerTku, al ICICP HPYEMBIE B ONOCTH pTa, 10 Mr

Batch No / : V2301311 |Batch Quantity / : 3600000 tab /

Cepra Ne L ,Obnem cepun 3600000 tab
Analytical Report No / : 890001676479 Date of Analysis / 1 25.07.2023
AHAaMTHYeCKHI oTHeT No . |daTa ananusa

Date of Manufacture / : Jul.2023 Date of Expiry / : Jun.2025
Jaranponssoacrea Topen o

Analysis performed according ND / Anannz nposenen mo HJI: T T

' No Test / [loxasatens
‘N‘g S——
Description / Onucanue

| 1

|3

2 Identification / HoanuuuocTs

Ketorolac / K emo;éﬂ ax

Results / PeayasraTst

T Light yellow round flat beveled

tablets with "|" debossed on one
side. / Kpyrise, 1mockue
Tabnetky ¢ ¢ackoii, caerno-
KENTOrC UBETa C rpaBHpPOBKOH
«» Ha onnoit cTopoke.

JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / wamenenne Nel or
27.12.2021, n3vencume No2 o1 11.11.2022)

Page L of 8/ Crp. 1 u3 8

Specification / Hopma

Light yellow round flat beveled tablets
with "|" debossed on one side. /
Kpyrnsie, nnockue tabietku ¢ hackoi,
CBETJIO-XKENTOI0 UBETA C IPABHPOBKOH
«b» Ha OIHOM cTOpOHe.

a) Bgr_f}'\/ /
Y®-cnekrpodioTomeTps

Complies / COOTBETCTB}’ET

UV spectra of the test solution and
ketorolac  tromethamine  standard !
solution should have peaks at the same
wavelength (= 2nm). / V®-cnexrpsi
TIOTAOLUEHHA HCTIBITYEMOTO PacTBopa
pacTeopa  craHpgapTHoro  ofpasua |
KETOPOJiaka TPOMETAMHHA  HOJIXKHbI
HMETh MaKCHUMYMEI IIPH OJHOM M TOH xe
IUTHHE BOJHBI (£ 2 Hm),

| Remarks: The Product conforms to ND/
ITpnmeuane: [IponykT cooTercTBYET TpeGoBanuam HJT

T Conclusion: APPROVED /|

3akmovenne: OJOBPEHO

Prepared by /
[onrorosneqo: Pravesh Rana

Checked by /
IIposepeno: Pardeep Kumar

[

Approved by: Manager/Executive /

Onobpeno: Menemxep

" Pykoronnrens
- Ny
Manoj Kumar { |

Hara: 25.07.2023

Reprint Date /

Reprint Date /
Hara: 25.07.2023

| Hara: 25.07.2023

Reprint Date /

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +31 40 4900 2998, Email: mail@drreddys.com
CIN: LB5195AP1984PLC004507

www.drreddys.com
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, Q’... Dr. Reddy's Laboratories Ltd,
Formulation Unit-6
Dr‘ Reddy S . Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel : 491 98166 56001-02
CEPTHOUKAT AHAJHN3A www.drreddys.com

Product: Ketorol Express (lgé;foroiac) Orally Disintegrating Tablets 10 mg A
IlponykT: Keropon™ Dkcrnpece (ketoponak) 1abnerxy, [UMCTIEPrHPYeMBIE B T10J10CTH pTa, 10 mMr

Batch No / 1 V2301311 Batch Quantity / : 3600000 tab/
Cepus Ne _ ___|Obbem cepun 3600000 tab
Analytical Report No / : 890001676479 " |Date of Analysis / 1 25.07.2023

Aunanuruyeckuii oryer Ne B ___ |fara aHagn3a
Date of Manufacture / : Jul.2023 |Date of Expiry/ : Jun.2025
Jara npoussoscrsa I'ogen po
Analysis performed according ND / Ananus nposexen mo HJI:

JHI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / namenenne Nel ot

27.12.2021, namenenne Ne2 or 11.11.2022)

Page2 of 8/C1p. 2 u3 8

T

. No 1

No Test / IToxazarens ! Results / PesynuTarsi Specification / Hopma

b) By HPLC/BD3XX Complies / Coorsetcrayer The retention time of the main peak on
i the chromatogram of test solution
. should correspond to that on the
chromatogram of ketorolac
tromethamine standard solution (Assay
i section). / DBpems ynepxuBaBus
OCHOBHOTO NMKa Ha XpOMaTorpamme
HCTIBITYEMOFO  PacTBOpa  JOMMKHO
COOTBETCTBOBATh BpEMEHU
YOEPKMBAHUA OCHOBHOTO IIHKA Ha
' XpOMaTorpaMme pacTBoOpa

craHaaptHoro  ofpasiia  KeTopoJiaka

TPOMETAMHHA {pazmen
i ! «KonuyecTBEHHOE ofpejenexies).

i . —

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
Ilpumeuanue: Ipoaykr coorseTcTByeT TpeboBatusm HJT 3axuogenue: OIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMonrotosneno: Pravesh Rana | IMposepeno: Pardeep Kumar | Omo6peso: Menemxkep / Py KOBOIUHTENb

{ ano umar
¥ R M J K h }9)}“

i

-‘

Reprint Date / Reprint Date / Reprint Date /
Hara: 25.07.2023 Jara: 25.07.2023 Hara: 25.07.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4800 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1584PLCO0O4507
www.drreddys.com



Dr.Reddy’s €3¢

"Product: Ketorol ExﬁEzss (ketorolac) Orally Disintegrating Tablets 10 mr

Ipofyxr: Keropon® Oxenpecc (keroponak) TabJeTkH, AUCTePrHPYeMLIE B IONOCTH pta, 10 mr

Batch No / : V2301311 Batch Quantity / : 3600000 tab /

Cepus Ne o Obnem cepnu 3600000 Ta6 |
Analytical Report No / : 890001676479 Date of Analysis / 1 25.07.2023
Anaanradeckuif oraer Ne L JaTta ananuza L

Date of Manufacture / : Jul.2023 lD:ma of Expiry / ¢ Jun.2025
JaranpoussogcTea Topen no

Analysis performed according ND / Ananus npoeenen no HJI:

JII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uamenenne Nol ot

27.12.2021, uzmenenne No2 or 11.11.2022)

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories [td.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P,, 173 205, INDIA

CEPTHOHKAT AHAJIM3A

Tel : +91 98166 56001-02
www.drreddys.com

e

Page3of 8/Crp.3u3 8

Results / PesynsraTer

Specification / Hopma

i Test / MokazaTens
Ne
3 Identification
Butylhydroxyanisole /
Hoanuuxocrs
GyTHArHAPOKCHAHH3ON
t
1
4 Average weight / Cpeausn
Macea

- Com“];lies / CoorsetctByer

The  retention  times of 2-
butylhydroxyanisole and 3-
butylhydroxyanisole peaks on the

chromatogram of the test solution
should correspond by the retention times
tc  2-butylhydroxyanisole and 3-
butylhydroxyanisole peaks on the
chromatogram of butylhydroxyanisole i
standard solution
("Butylhydroxyanisole content" |

section). / BpemeHa ynepxuBaHMA
MUKOB  2-OYTHNTHIpOKCHAaHMIONA |
3-8y THITHAPOKCHAHHIONA Ha
XpoMarorpaMme HCIIBITYEMOTo
pacTBOpa JIOJKHEL COOTBETCTBOBATH
BpEMEHAM YACPKHBAHHA  IIHKOB
2-OyTHIrHIpOKCHAHHM30NA H
3-6yTunruapokcuanmzona Ha
XpoMarorpaMme pacTsopa
CTAHAAPTHOrO obpasua
OYTHIrH IpOKCHAHKU3ONA (paznen
«Conepxanue
SyTunrnapokcuanuzonay).

69.3 mg/ 69.3 mr

67.2 mg to 72.8 mg (70.0 mg + 4.0 %).7
O167,2 Mr no 72,8 Mr (70,0 Mr+ 4,0 %).

Remarks: The Product conforms to ND/
[pumeuanue: [Ipopykr cootsercTRYET Tpebosanuam HJ{

" Conclusion: APPROVED /
3axkmouenne: OJIOEPEHO

Prepared by /
ITonroroenero: Pravesh Rana

Checked by /
IMpoBepeHo: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemkep / Pykosomirte 1b
Manoj Kumar ;

1‘ ’f%‘ 11 i

Reprint Date /
Hara: 25.07.2023

Reprint Date /
JHara: 25.07.2023

Reprint Date /
Mara: 25.07.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com

CIN: L85195AP1584PLCO0AS07
www.drreddys.com



Dr.Reddy’s Q3¢

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd,
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

CEPTUOQUHKAT AHAJIHI3A

‘Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 n mg
Ipoayxr: Keropon™ Dxenpecc (xetoponax) Tabnerks, BMCHIEPIHPYeMBIe B [0/10CTH pTa, 10 mr

Batch No /

Cepusn Ne

{Analytical Report No/
Aﬂa.nn"mqecmm oTger Ne
Date of Manufacture /
Hara npousaoncTBa

Analysxs performed accordmg ND / Anann3 nposefed mo HJT:
JII1-004929-011119 (amend Nel from 27.12.2021, amend No2 from 11.11.2022 / n3menenue Nel or

www.drreddys.com

1 V2301311 Batch Quantity / : 3600000 tab/
o ___ |O6bem cepuu 3600000 Tab
: 890001676479 Date of Analysis / 1 25.07.2023
I Jara ananusa
: Jul.2023 Date of Expiry / : Jun.2025

T'open no

27.12.2021, usmenenne Ne2 ot 11.11.2022)

Pagedof8/Crp. 43 8

" No

Test / [Toxkazatens
Ne

Results / PesyasTaThl

Specification / Hopma

Uniformity of weight /
OnHopoaHOCTE Macchl

Complies / Cootsercreyer

18/20 tablets - not more than = 10 % |
2/20 tablets - not more than + 20 % / |
? 18/20 rtabnerox — He Gomee + 10%
I 2/20 Tabnerok — e Gonee = 20 %

5 Disintegration time /
Pacnapaemocrs

00 min 24 sec / 00 MuH 24 cex

Not more than 3 min / He 6onee 3 mug

6 Dissolution / PacTBopenne

Unit-1 / Ta6n-1 96% Not less than 75% (Q) of

; . CisHisNO3+CqH |1 NO; (ketorolac
Unit-2 / Ta6s-2 100% tromethamine) in 15 min / He mence
Unit-3 / Ta6n-3 100% 5% (Q)  CisHiaNO3*C4H; NO;

) . (keToponaxa — TPOMETAMHH)  uepes
Unit-4 / Tatn-4 100% 15 My
Unit-5 / Ta6n-5 100% i
Unit-6 / Tabn-6 101% i

T Fineness of Dispersion/
JuenepcHoCTh

Complies / CooTtsercTBYET

A uniform suspension passing through a
710 um sieve is formed. / O6paszyeTca
ONHOPOJHAA CYCIICH3HS, MPOXOXSIIAsA
CKBO3b CHTO C pa3sMepoM OTBepCTHl
710 MK '

Remarks: The Product conforms to ND/
| [Ipumeuanue: Hpo,uyrc'r cootsercTByer Tpebosanuam HI[

Prepared by /
Ilonrorosneno: Pravesh Rana

Conclusion: APPROVED /
3axaogerne: OJJOBPEHO

Checked by /
IMporepeno: Pardeep Kumar

Approved by: Manager/Executive /
Opnobpeno: Menenaep / Pyvkosogptent
Manoj Kumar \s I,

’hn'}_

_Repr_in_t Date / B
Hara: 25.07.2023

Reprint Date /
Hara: 25.07.2023

Reprint Date /
Hara: 25.07.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +81 40 4900 2500, Fax: +91 40 4500 2999, Email: mail@drreddys.com
CIN; L85195AP1984PLC0OD4S07

www.drreddys.com



Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories 1td.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Badd)j,
Distt. Solan, H.P, 173 205, INDiA
Tel : +91 98166 56001-02

CEPTHO®UKAT AHAJIU3A

www.drreddys.com

Batch No /
Cepus Ne

/Analytical Repori; No/  :890001676479

|[AnaguTHYecKni oTaeT Ne

Date of Manufacture /
JlaTta nponzsoxcTea

Xﬁ;lysié f}erfarnied;ccgi‘di_ng ND / Ananus nposen:e;: o H,f{_ B
JIII-004929-011119 (amend Nel from 27.12.2021, amend N2 from 11.11.2022 / usmenenne Nol

: Jul2023

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg_ o
Ilponywr: Keropon™ Skenpecc (ketoposak) tabn
: V2301311

]

ETKH, AMCTIEPrUpYeMbIe B ITOJIOCTH pTa, 10 Mr

Batch Quantity / : 3600000 tab/
Ob6bem cepun 3600000 Tab
Date of Analysis / 1 25.07.2023

_ |Maraamamma
Date of Expiry / : un.2025 |
Togen no

27.12,2021, n3menenue Ne2 ot 11.11.2022)

P SUS—

:

Page50f8/Crp. 5uz 8

e e

8 Related impurities / Poxcrsenusie npumecn

1-rumpokcuananor

ketorolac 1-hydroxy analog/ | Below LOD (LOD = 0.0010 %)/ ~
Huxe nipenena o6napywenns (IO =

| Not more than 0.5 % / He 6onee 0,5 %

|

KETOponaKa 0.0010 %)
ketorolac 1-keto analog/ 0.04 % Not more than 0.8 % / He 6onee 0,8 %
1-xeToananor ketoponaka
Any unidentified impurity / 0.06 % ¢ Not more than 0.5 % / He Gonee 0,5%
eNHHUYHAs
HeuAeHTHhMUMPOBaHHanA
IIPHMECE
Total impurities / 0.1% Not more than 1.0 % / He 6onee 1,0 % |
Cymma npumecei

ey . S !

9 Water / Boga 24% Not more than 7.0% w/w /

10 | Residual solvé;tsqi)y GC/ Ocratounsie o}fauﬁt:ecrche p

ACTBOPHTEH

L He Gonee 7,0 %

i:soprc;.ijyl alcohol /
Hzonponauon

10 pg/tab /
10 Mxr B TabneTke

Not more than 350 ué/ta% I
He Gonee 350 Mxr B TabneTke

Remarks: The Product conforms to ND/
Ipumeyanue: [IpogykT cooTseTcTBYET rpebosanuam HJI

Prepared by /
Ionrotorneno: Pravesh Rana

Reprint Date /
| Mara: 25.07.2023

Checked by /
Ipoeepero: Pardeep Kumar

Conclusion: APPROVED / |
| 3akmouenue: OJIOBPEHO
Approved by: Manager/Executive /
Onobpeno: Menenxep / P\\-e\um IHTEAD

Manoj Kumar . i
- i 16t o
Reprint Date / Reprint Date /
Hara: 25.07.2023 Jara: 25.9_7.2925 ‘ _

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2500, Fax: +91 40 4900 2998, Email: mail@drreddys.com

CIN: L85195AP1584PLC004507
www.drreddys,com



Dr.Reddy’s Q‘!‘:

Product: Ketérolﬂﬁ;pr_es's_(ketorolmzﬁ) Orally Disintegrating Tablets 10 r-ngm

Dr. Reddy's Laboratories |td
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P,, 173 205, IND|A

CERTIFICATE OF ANALYSIS 1o/ 191 g8166 S6001.00

CEPTH‘DI’]I{AT AHAJ]IIEA WWW-d rreddvs_ccm

e

IIpoxyxr: Keropon® Dxcnpecce (keToponax) TabIeTKH, IMCTIEPTUPYEMBIE B IOI0CTH pTa, 10 Mr

Batch No / : V2301311 Batch Quantity / : 3600000 tab/
Cepus Ne ___Obbem cepun 3600000 a6
‘Analytical Report No / : 890001676479 Date of Analysis / : 25.07.2023
ApandTayeckuii oTuer No HaTta ananuza

Date of Manufacture / : Jul.2023 Date of Expiry / : Jun.2025

Mara npoussoncrea Tomen no

Analysis performed accordiEg ND / Ananuz 11;)

0BEJeH mo HI;:

[JII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenue Nel or

1

27.12.2021, namenenne Ne2 or 11.11.2022) ~ L
o ‘ ) Page 6 of 8/ Cvp. 613 8
11 | Microbial enumeration tests / Mukpo6uonorayeckas uncrora®
a) Total Aerobic Microbial | Less than 10 CFU/g/ T Not more than 1600 CMFU/gf -
| Count / O6mee wucio Menee 10 KOE/r He 6onee 1000 KOE/T
a3pO0HBIX MHKDO-
OPraHH3MOR
i ) Total Combined Yeast Less than 10 CFU/g / Not more than 100 CFU/g /
and moulds count / O6mee Menee 10 KOE/r He 6onee 100 KOE/r
YHCIIO APOKIKEBLIX U
TLUIECHEBBIX rpuboB
¢) Escherichia Coli Absent in 1 gram / | ‘Shell be absent in 1 gram /
Orcyrcrayers 1 r Orcyrcreue s 1 r
12| Unifo}nﬁta; of dosage units / 4.1 Acceptance value (AV) not more than
Onnopoauocts 15.0 / Ilpuemounoe 3uavenue (AV) ne
' NO3NPOBAHHSA Gonee 15,0.
13 | Assay/KonuuecTeennoe 100 mg/10.0 Mr " From 90mg to 110 mg  of |
onpeeneHue (100.1 %) ] CisHisNO3*CeH 1 NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 mr
i mo  1L0Mr  CisHiNOsCoH ) NOs
(xetoponaxa Tpometamun) (ot 90,0 no
110,0 % or 3asBneHHOro konudecTna) B
Tabnerke
14 | Butylhydroxyanisole | 00978 mg/tab/ | Notless than 0.042 mg/tab/
content / Coaepxanne 0.0978 mr B TabneTtke He menee 0,042 Mr B Tabnerke
N Oy THATHAPOKCMAHM3ONA
S S {

;TRemarks: The Proguct conforms to ND/

Tpumeuanme: pomxyxr COOTBETCTBYET Tpeboranusm HJT

Conclusion: APPROVED / 1
3axarouenne: OJJOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Ionroroenero: Pravesh Rana | Ilposepeno: Pardeep Kumar | OnoGpero: Mernemxep / Pymngmm-.m
i ol e Manoj Kumar T -
e o ;/‘ I"I.'."‘JL' : 2 1
Reprint Date / Reprint Date / Reprint Date / f
i Hara: 25.07.2023 Hara: 25.07.2023 _ | Hara: 25.07.2023 o N

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4900 2998, Email: mail @drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com



Dr. Reddy's Laboratories {14,

@
‘ 7 o Formulation Unit-6
Dr.Red dY S Q.n Vill. khol, Nalagarh Road, Badd;,
Distt, Solan, H.P, 173 205, INDJA
CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTHOHKAT AHAJIA3A www.drreddys.com

Product: Ketorof'Ex_press (ketorolac) Orally Disintegrating Tablets 10 mg
Hponyxr: Keropon® 3xcnpecc (xeToponak) Tabnerku, JMCNEPrupyeMble B IIOJIOCTH PT4, 10 mr

Batch No / : V2301311 Batch Quantity / : 3600000 tab/
Cepus Ne O0bem cepun 3600000 tab
Analytical Report No / : 890001676479 Date of Analysis / 1 25.07.2023
|AnanuTHYecKui oTgeT No _ o _{llaTa ananusa o
Date of Manufacture / : Jul.2023 Date of Expiry / : Jun.2025 '
JlaTa MpoH3BOKCTBA Topen o

Analysis performed according ND / Ananuz nposenen no HJI:
JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / namenenne Nel or!

27.12.2021, namenenume Ne2 ot 11.11.2022) e
Page 70f 8/ Ctp. 7n3 8

15 | Package/Ynakoeka 10 tablets in a blister of | 10 tablets i a blister of (PA/AL/PE with !

(PA/AL/PE with  desiccant/HDPE) foil // (PE/AL) foil. 1
desiccant/HDPE) foil // (PE/AL) = or 2 blisters with patient information
foil. 2 blisters with patient | leaflet in a carton pack. / ITo 10 |
information leaflet in a carton | TabneTok B GnucTepe uz (IIA/AJIITD ¢
{ pack. / Ilo 10 tabnerox B | mmaromornorutenem/TISBII) ¢onsru //
Gnuctepe n3z  (IIA/AJITID ¢ | ([ID/AJD) donsru. o 1 wmm 2 BaucTepa
pnaronororurenem/TI3BIT) C MHCTPYKUMEH [0 NpUMEHEHHIO B
donsru // (19/AJT) donsru. o | nagxy kapToHHYIO.
2 Gmucrepa © MHCIpYKUMER 1O

PAMEHEHHIO B nauyky

' KAPTOHHYIO.
16 | Labeling/ Mapkuposka ! According to ND /B cootserctsmu ¢ HY e
17 | Storage conditions / " Below 25 °C./ TIpH TeMmiepatype He Baime 25 °C, S

S
18 | Shelflife / Cpox roanocts 2 years/ 2 rona

Xpanenue

* At product release the quality control as per the parameter « Microbial enumeration testsy is pgrformea for
each 20th batch, or for one batch in a year whichever is earlier.
* [Ipn BBINYCKE JAeKAPCTBEHHOrO MPENAPATa KONTPOAEL KAYecTBA 0 [0KA3ATENH0 «Mukpobuonornyeckas
UHMCTOTa» MPOBORUTCR AR Kaxn0H 20-0fi cepun, WM Uist ONHOH CEPHH B FOJl, B 33BHCHMOCTH OT TOI0, 4TO

HACTYIIUT PaHbLUE,
[Remarks: The Product conforms 1o 1 N/ Conclusion: APPROVED / =
[Tpumeuanue: [IponykT cootBeTcTBYET Tpeboranmsm HJI | 3axmouenne: OIOBPEHO _ H
Prepared by / Checked by / ' Approved by: Manager/Executive /
Iogrorosnexo: Pravesh Rana | Tlposepeno: Pardecp Kumar | Ono6pero: Menemxep / Pykosoaute s
t Manoj Kumar Vo)
: b 0778 e
“ﬁ'eprint Date / Reprint Date / Reprint Date /
Hara: 25.07.2023 | Haa: 25.07.2023 - V_Ha'ra: 25.07.2023 ]

Registered Office: 8-2-337, Road No, 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Err}aii: mail@drreddys.com
CIN: L85295AP1984PLCO04507
www.drreddys.com



Dr.Reddy’s Q,‘:‘

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIM3A

Dr. Reddy's Laboratories Ltd,
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P, 173 205, INDIA
Tel : +91 98166 56001-02

www.drreddys.com

Product: Ketorol Express Eetorc;lécj Orally Disint-eg:ratmg Tablets 10 mg o ) !
[Iponyxr: Keropon® Dkcnpecc (xeTopornak) TadiueTiH, THCTICPrupyeMblce B ONOCTH pra, 10 mr i
Batch No / : V2301311 Batch Quantity / : 3600000 tab / i
Cepusn No ) o O6rem cepun 3600000 ta6 !
Analytical Report No / : 890001676479 Date of Analysis / + 25.07.2023
|AHATMTHYECKHH oTyeT No HMaraamammsa

Date of Manufacture / : Jul.2023 Date of Expiry / : Jun.2025

Hara nponssoncrea

,Foneﬁ o

| API name / Haumenosanne A®C:
| INN/ MHH: o
AP] manafacturer batch number /
Howmep cepun nponssoanTens L ABC:
i FP Manufacturer API Batch number /
Homep cepnu cyGcranuun nponzeoguTens LJIP;
API Manufactured by & country /
HOponssoautens A®C, crpana:

Analysis performed éccording ND / Anasaz nposesen no HI:
JII-004929-011119 (amend Nel from 27.12.2021, a
27.12.2021, usmenenne Ne2 or 11.11.2022)

mend Ne2 from 11.11.2022 / usmenenne Nel

| Ketorolac / Ketoponax

4

or!

) Page 8 of 8/ Cap. 8u38
Ketorolac tromethamine /Keroponaxa
_ TPOMETAMMH

-

ABQH002105

Dr. Reddy’s Laboratories Ltd,, India/

J FEQA00275
' _HI-p Peapn'c Jlaboparopuc JItx., Hunus

Re?arkgz The Produét :ow;fgﬁns to ND/

IIpumeuanye: ITpomykr cooTseTcTBYET TpeSoBanuam HIJ

Conclusion: APPROVED /| i
3axnwuenue: OJIOBPEHO i

Prepared by / Checked by /

IogrorosneHo: Pravesh Rana

£ s

IIposepeno: Pardeep Kumar

Approved by: Manager/Executive / _,m,;
Onobpeno: Menemxep / Pykopomrresn |
Manoj Kumar 1) / i

—

Reprint Date /
i Jara: 25.07.2023

Reprint Date/
! Hara: 25.07.2023

Reprint Date / I
Hara: 25.07.2023 i

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana,

India

Tel: +91 40 4900 2900, Fax: +91 40 4900 2998, Email: mail @drreddys.com
CIN: L85195AP1984PLCOD4507
www.drreddys.com



